This Page Is Inserted by IFW Operations 
and is not a part of the Official Record 

BEST AVAILABLE IMAGES 



Defective images within this document are accurate representations of the 
original documents submitted by the applicant. 

Defects in the images may include (but are not limited to): 



BLACK BORDERS 

TEXT CUT OFF AT TOP, BOTTOM OR SIDES 
FADED TEXT 
ILLEGIBLE TEXT 
SKEWED/SLANTED IMAGES 
COLORED PHOTOS 

BLACK OR VERY BLACK AND WHITE DARK PHOTOS 
GRAY SCALE DOCUMENTS 



IMAGES ARE BEST AVAILABLE COPY. 



As rescanning documents will not correct images, 
please do not report the images to the 
Image Problems Mailbox. 



SURGICAL CLIP 



Patent number: 



WO01 05309 
2001-01-25 

GIDDINS DARREN JOHN (GB); 
FILSHIE MARCUS (GB) 

GIDDINS DARREN JOHN (GB); 
FEMCARE LTD (GB); FILSHIE 
MARCUS (GB) 



Also published as: 



Publication date: 



@ EP 11 96095 (A1) 



Inventor: 



Applicant: 



Cited documents: 



Classification: 
- international: 



A61B17/122 
A61B17/122 



□ 
□ 
□ 



GB2177748 
US5219353 
GB2226958 
US3270745 
FR2709944 



- european: 



Application number: WO2000GB02709 20000714 
Priority number(s): GB19990016484 19990715 



Abstract of WO01 05309 

A surgical clip comprises an upper jaw (12) and a lower jaw (14), a section 
lining, and includes a complex shape for the upper jaw (12) comprising a 
first generally straight section (120) and a second shallow curved section 
(122) thereby enabling the clip to be inserted down a narrow magazine tube 
and to be able to be operable into a wide capture opening to capture larger 
vessels and then closed into a latched position on application of force the 
relatively straight section (120) and then to the shallow curved section 



(122). 



Data supplied from the esp@cenet database - Worldwide 



http://v3.espacenet.com/textdoc?DB=EPODOC&IDX=WO0105309 



4/3/04 



(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT) 



(19) World Intellectual Property Organization 
International Bureau 

(43) International Publication Date 
25 January 2001 (25.01 .2001) 




PCT 



(10) International Publication Number 

WO 01/05309 Al 



(51) International Patent Classification 7 : A61B 17/122 

(21) International Application Number PCT/GB00/02709 

(22) International Filing Date: 14 My 2000 (14.07.2000) 

(25) Filing Language: English 

(26) Publication Language: English 



(30) Priority Data: 
9916484.0 



15 My 1999 (15.07.1999) GB 



(71) Applicant (for all designated States except US): FEM- 
CARE LIMITED [GB/GB]; St Peter's Street, Nottingham 
NG7 3EN (GB). 

(72) Inventors; and 

(75) Inventors/Applicants (for US only): FELSHEE, Marcus 
[GB/GB]; 2 Pembroke Drive, Mapperley Park, Nottingham 
NG3 5BG (GB). GIDDINS, Darren, John [GB/GB]; 251 
Allendale Avenue, Aspley, Nottingjiam NG8 5SD (GB). 



(74) Agent: BAKER, Colin, J.; Eric Potto- Oarkson, Park 
View House, 58 The Ropewalk, Nottingham NG1 5DD 
(GB). 

(81) Designated States (national): AE, AG, AL, AM, AT, AU, 
AZ, BA, BB, BG, BR, BY, BZ, CA, CH, CN, CR, CU, CZ, 
DE, DK, DM, DZ, EE, ES, FI, GB, GD, GE, GH, GM, HR, 
HU, ID, IL, IN, IS, JP, KE, KG, KP, KR, KZ, LC, LK, LR, 
LS, LT, LU, LV, MA, MD, MG, MK, MN, MW, MX, MZ, 
NO, NZ, PL, FT, RO, RU, SD, SE, SG, SI, SK, SL, TJ, TM, 
TR, TT, TZ, UA, UG, US, UZ, VN, YU, ZA, ZW. 

(84) Designated States (regional): ARIPO patent (GH, GM, 
KE, LS, MW, MZ, SD, SL, SZ, TZ, UG, ZW), Eurasian 
patent (AM, AZ, BY, KG, KZ, MD. RU, TJ, TM), European 
patent (AT, BE, CH, CY, DE, DK, ES, FI, FR, GB, GR, IE, 
IT, LU, MC, NL, FT, SE), OAPI patent (BF, B J, CF, CG, 
d, CM, GA, GN, GW, ML, MR, NE, SN, TD, TG). 

Published: 

— With international search report. 

For two-letter codes and other abbreviations, refer to the "Guid- 
ance Notes on Codes and Abbreviations" appearing at the begin- 
ning of each regular issue of the PCT Gazette. 



= (54) Titfe: SURGICAL CLIP 



< 




16 









1 — ! 


—30 





t 



2 (57) Abstract: A surgical clip comprises an upper jaw (12) and a lower jaw (14), a section lining, and includes a complex shape for 

the upper jaw (12) c n^rising a first generally straight section (120) and a sec»nd sha^^ 
O clip to be inserted down a narrow magazine tube and to be able to be operable into a wide capture opening to capture larger vessels 
^ and then closed into a latched positi n on applicati n of force the relatively straight section (120) and then to the shallow curved 
^ section (122). 
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The present invention relates to surgical clips and more particularly to 
ligation clips. 

5 

During surgical procedures, it is often necessary to use several ligation 
clips. These can be inserted individually into a suitable applicator, but is 
more efficient if several clips can be loaded into an applicator preferably 
in a replaceable magazine. 

10 

The present invention has for a first object to provide a clip in particular 
suitable as a ligation clip which can be loaded into a relatively narrow 
diameter magazine for delivering such clips down a tube which may be 
inserted down a cannula. 

is 

During surgical procedures, ligation clips can be extensively used; several 
may be applied to various anatomical structures in the course of one 
operation. 

20 State of the art clips are limited to the use on anatomical structures up to 
5mm in diameter after which their effectiveness becomes impaired. 

It is the object of this invention to provide a ligation clip that can be used 
on anatomical structures up to and in excess of 5mm in diameter. 

25 

In particular, the object of the invention is to provide a surgical clip that 
can be loaded into a dedicated applicator (incorporating a magazine) for 
delivery down a narrow cannula. 
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The increased effectiveness in dealing with larger structures will mean 
that the simpler clipping technique can be used instead of ligature sutures 
that require a longer training curve and take longer to apply thus 
simplifying the equipment required. 

5 

In addition the increased effectiveness of clipping means that only the 
smallest number of clips required needs to be used; this will reduce the 
degree of intervention necessary. 

10 The dedicated applicator is designed in relation to the clip and is disclosed 
in co-pending application No.... 

The clip is designed to be able to be loaded into the magazine of the 
applicator shaft (in multiples of two to ten). The applicator shaft or barrel 
15 incorporating different multiples of clips may be disposable. 

The geometry of the upper jaw of the clip is critical when having to 
occlude anatomical structures greater than 5mm in diameter. The upper 
jaw must be able to withstand deformation whilst occluding a structure 
20 until the upper jaw is safely within the confines of the latch (opposite end 
to the hinge). 

In addition the geometry of the upper jaw also allows for the increased 
capacity for occlusion that is necessary when occluding larger structures. 

25 

If the cannula can be made to a large diameter then the design of the clip 
can be relatively simple but as the diameter of the cannula is reduced then 
the clip design must be more complex in order to be able to provide an 
elongate magazine to enable the clips firstly to be fed down the cannula, 
30 secondly to be able to be openable once it has emerged from the magazine 

2 
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and thirdly to be able to be lockable by the applicator to effect closure of a 
blood vessel. A mere enlargement of existing clip design may not achieve 
a satisfactory locking procedure for the enlarged clip. 

5 It is an object of the present invention to provide a surgical clip which can 
occlude larger structures and also which can preferably be inserted into a 
narrow applicator for subsequent insertion down a narrow cannula. 

In a specific example the cannula can be less than 7mm in diameter and in 
10 a preferred example it can be less than 5mm in diameter. 

The present invention provides a surgical clip, the clip comprising an 
elongate upper jaw and an elongate lower jaw attached together at a first 
hinge end, the lower jaw being provided with latching means at an 
15 opposite end to the hinge, the jaws being provided with a silicone rubber 
lining on either the upper or lower jaw, or both, and in which the upper 
jaw comprises a complex shape comprising a first substantially straight 
section adjacent to the hinge and a second arcuate shaped section adjoining 
the straight section. 

20 

In a preferred embodiment, the arcuate section comprises a third generally 
straight section adjacent to said curved section at the opposite end of the 
upper jaw to the large section said substantially straight section, when in 
the closed position of the clip interlocking under the latching section of the 
25 lower jaw. 

Embodiments of the present invention will now be described, by way of 
example with reference to the accompanying drawings in which: 
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Figure 1 shows an enlarged side elevation view of a first clip in 
accordance with the present invention, the figure also showing by 
way of comparison a side elevation view of a known sterilisation 
clip; 

Figure 2 shows diagrammatically a longitudinal cross-section of a 
part of an applicator illustrating the portion of the clip of the 
present invention in a magazine section of the application and also 
in the operable position in which position the clip is closed, as 
illustrated, 

Figures 3 to 5 diagrammatically illustrate the advantageous design 
of the clip of the present invention during closure, 

15 Figure 6 shows an enlarged side elevation view of a second clip in 

accordance with the present invention, 

Figure 7 shows a cross sectional view on line 'A-A' of Figure 6 
illustrating the cross sectional shape of the silicone rubber lining of 
20 the upper jaw of the clip, 

Figure 8 shows a cross sectional view on line *B-B' of Figure 6 
illustrating the cross sectional shape of the silicone rubber lining of 
the lower jaw of the clip, 

25 

Figure 9 shows a detail of the end, closure section of the upper jaw 
of the clip of Figure 6 and 
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Figure 10 shows the upper jaw of the clip of figure 6 in greater 
detail. 

4 
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With reference to Figure 1, a clip 10 according to the present invention is 
shown in side elevation. 

5 The clip comprises an upper jaw section 12 and a lower jaw section 14. 
The lower jaw section 14 has a latch portion 16 at one end a hinge portion 
18 at the other end. 

The upper jaw 12 is hinged by a hinge pin 20 to the lower jaw. 

to 

The upper jaw 12 comprises at least two shaped sections. A first section 
120 comprises a relatively straight short section and the second section 
122 comprises a relatively gently curved section. 

15 A third section 124 comprising a co-operating latch portion may be 
provided at the end of the upper jaw opposite to the hinge 18. 

In a practical clip (see Figure 2) one or both jaws 12, 14 will be provided 
with a silicone rubber lining but this is not shown in Figure 1 for ease of 
20 viewing. 

The jaw 12 is shown in a second position 12' to illustrate movement of the 
jaw which is further illustrated in Figure 2. 

25 By way of contrast, a known sterilisation clip 30 (the Filshie clip) is 
shown in Figure 1 having a bottom jaw 34 and top jaw 32 and using the 
same hinge 18. The latch portion 36 can be seen to be substantially 
nearer to the hinge 18 than the latch portion 16 of the clip according to the 
present invention. 

30 

5 
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The advantage of the clip design according to the present invention is that 
the straight section and shallow curve allows the clip (see Figure 2) to 
5 pass down (or be fed down) a relatively narrow diameter (H) tube and 
also to then open to provide an opening (capture) width W which is 
substantially greater than the height H even with the presence of the 
silicone rubber lining 40. 

10 The straight section 120 in combination with the shallow curve section 
operates in a manner which is particularly advantageous with a slightly 
longer clip. The original Filshie clip provides an overall clip length of 
approximately 14mm but the new clip can be 16mm or greater. 

15 If the original clip design were to be made longer then the upper jaw 
would be a longer arcuate curve. When pressure is applied to this curve, 
the upper jaw will deform but the combination of longer jaw and the 
silicone lining may cause the upper jaw end section 124 to either 
completely fail to enter under the latch section 16 (Fig 4) or possibly to 

20 meet against the end position 160 (Fig 3) and not slide under the latch. 

In the first case, the surgeon will be aware that the clip has failed but in 
the second case Fig 3 the surgeon may assume that correct closure has 
occurred but the clip will fail at a later stage due to the pressure exerted 
25 by the silicone rubber lining after the operation has been completed. 

With the present design of the upper jaw, with the initial straight section it 

can be seen in Figure 5 that the jaw when distorted by the applicator fits 

within the latch because the initial closing pressure is on the straight 

30 section and thus the initial pressure does not distort the curved section 
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until the end portion 124 (Fig 1) has been depressed towards the lower 
jaw 14. 

Figure 6 shows an alternative design clip 60 comprising a lower jaw 622 
5 and an upper jaw 642. As in Figure 1 the lower jaw comprises a hinge 
portion 620 an elongate relatively straight portion 622 and a latch portion 
624. 

The upper jaw 642 comprises four separate straight and arcuate sections. 
10 A first substantially straight portion 640, a second arcuate portion 642 
having a radius RX (Figure 10) and a third arcuate portion 646 having a 
radius RY (Figure 10) and a fourth substantially straight section 646. 

At the distal end from hinge section 620 the portion 646 is provided to 
is latch under lip 626. 

The clip 60 is preferably lined with silicone rubber linings 628 and 648 
respectively attached to the lower and upper jaws 622, 642. 

20 The profiles of the linings 628, 648 are shown respectively in Figures 7 
and 8 and comprise a sinusoidal shape on the internal surface. This shape 
provides the desired property of the silicone rubber lining of being able to 
grip the vessel to be occluded whilst still being able to exert the necessary 
occlusion force when the clip has been closed. 

25 

With reference now to Figure 9 the end section 646 (Fig 6) of the upper 
jaw comprises a relatively short straight section and the silicone rubber 
lining is provided with a tongue 6480 which is relatively thin in 
comparison with the rest of the lining 648. 

30 
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The tongue 6480 serves to initially capture the vessel to be occluded 
providing in effect an extension to the upper jaw. Because the tongue 
6480 is relatively thin it is readily squashed into the silicone rubber lining 
628 of the lower jaw thereby not preventing closure of the clip. 

5 

With reference now to figure 10 in order to effect satisfactory closure of 
the clip whilst allowing the clip to pass down a relatively small diameter 
tube the upper jaw of the clip is provided with a first substantially straight 
portion 640 at the proximal end nearest the hinge as in the embodiment of 
10 Figure 1. 

In this embodiment the upper jaw is then provided with two arcuate 
sections 642 and 644. 

15 Arcuate section 642 has a radius of curvature RX much larger than that of 
section 644 (R2). In a specific embodiment the radius of arcuate of RX is 
11.9mm and that of RY is 4.6mm. 

The use of two different radii in combination with the straight section 
20 allows the clip in this embodiment to be fed down a small diameter tube in 
a semi closed position to be openable at the end of the tube and to then be 
latched without risk of the upper jaw being distorted when the latching 
pressure is applied. 
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1. A surgical clip, the clip comprising an elongate upper jaw and an 
elongate lower jaw attached together at a first hinge end, the lower 

5 jaw being provided with catching means at an opposite end to the 

hinge, the jaws being provided with a section rubber lining on 
either the upper or lower jaw, and in which the upper jaw 
comprises a complex shape comprising a first substantially straight 
section adjacent to the hinge and a second arcuate shaped section 

10 adjoining the straight section. 

2. A surgical clip as claimed in Claim 1, in which the arcuate section 
comprises a third generally straight section adjacent to said curved 
section at the opposite end of the upper jaw to the large section said 

15 generally straight section, when in the closed position of the clip 

interlocking under the latching section of the lower jaw. 



3. A surgical clip as claimed in claim 1 or claim 2 on which the 
second arcuate shaped section comprises a first portion adjacent to 

20 said substantially straight section and a second portion adjacent to 

said first portion at an opposite end of said first portion to said 
substantially straight section said first portion having a first radius 
of curvature substantially greater than said second portion which 
has a second radius of curvature. 

25 

4. A surgical clip as claimed in claim 3 in which said first radius of 
curvature is of the order of three times that of the second radius of 
curvature. 
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Fig 5 
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